The Human Tissue Act 2004, in England, Wales and Northern Ireland set out a legal framework for regulating the storage and use of human tissue with the aim of restoring public confidence in medical research after the media fuelled storm of the 1990s relating to the use of human tissue for research. It consolidated previous legislation and created the Human Tissue Authority to regulate these activities. It was fully implemented on 1 September 2006. There are two main requirements of the Act: consent and licensing. This article will summarise this legislation with the aim of helping junior researchers understand the regulations and, in particular, which samples require consent and licensing.
Introduction
The Alder Hey Hospital organ-retention scandal brought issues of consent and tissue use and storage into the spotlight, and it became apparent that the existing laws needed revising. In Scotland The Human Tissue Act (Scotland) 2006 focused on the use of tissue from the deceased. It implemented the need for authorisation to use organs and tissue samples from the deceased in research. Whereas in England, Wales and Northern Ireland The Human Tissue Act 2004 (HT Act) was more comprehensive, covering the use of tissue from both the deceased and the living. 1 It introduced a research licensing scheme for storage, and made consent a fundamental principle of conducting research with human tissue. The Human Tissue Authority (HTA) was established as a watchdog protecting public confidence by licensing organisations that store and use human tissue for a range of 'scheduled purposes'. These include research, human application, postmortem examination, teaching and public exhibitions. The HTA sets standards, published in their codes of practice that regulate the removal, storage, use and disposal of human bodies, organs and tissue for these purposes. As of 1 September 2006 it became unlawful to carry out these activities without a licence, unless covered by a recognised exemption.
What does the Act mean for your research in England, Wales and Northern Ireland?
There are two main aspects of the HT Act you need to consider: consent and licensing. You must obtain informed consent from the individual concerned, or their relatives, for the removal, use and storage of 'relevant material', whether it be from the living or the dead. You will also need to be registered under a licence to store relevant human material, unless you have ethical approval from an HRA NHS research ethics committee (REC) for your specific project or are obtaining the samples from an ethically approved research tissue bank. To facilitate the use of valuable human tissue the HTA advises that consent should be generic as this avoids the need to obtain further consents at a later point. If the intention is to store the tissue for an as yet unknown research purpose, or as part of a tissue bank then this should be explained, setting out the types of research that may be involved, any wider implications, and the circumstances under which the tissue will be disposed of.
What is included as 'relevant' human material?
The general rule is that if it contains human cells, then it is licensable. Therefore, things such as primary human cell culture, bodily waste (including excretions and secretions), sera and breast milk are all considered licensable under the HTA. However, it does not include: 2 Stored DNA is therefore exempt from being stored on licensed premises because it is acellular, but the consent provisions of the HT Act still apply. Consent must be in place for storing DNA with the intention of carrying out genetic analysis.
When do you require consent in England, Wales and Northern Ireland?
If samples were collected prior to 1 September 2006 the consent requirements of the Act are not applicable. However, it is still considered best practice to ensure that consent is in place before the samples are used for research wherever this is possible.
If samples were collected on or after 1 September 2006 then you must consider the following: 
When do you require a licence in England, Wales and Northern Ireland?
Licences are held by an establishment and cover specific premises. A designated individual (DI) is named on each research licence and they are responsible for all the activities conducted under that licence. 1 You should be aware of who your DI is, and they should be able to help you if you have any questions relating to the use and storage of human tissue. A HTA licence is required whenever relevant material is held for research purposes unless:
• • There is a current and valid NHS REC approval in place from an NHS REC for the specific research project. Be aware that ethics approval from a non-NHS REC does not qualify under this exemption, here a licence would be needed. 
How does the legislation differ in Scotland?
In Scotland the law is slightly different. To ascertain if consent is needed you must consider: In England, Wales and Northern Ireland you must ascertain whether you require consent, and/or whether your establishment has the appropriate licence to undertake research or store human tissue samples. While in Scotland legislation focuses more on consent. It is important to understand the law when planning your research study in order to ensure the correct consent and licences are in place at the start of your study.
